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ABSTRACT

As part of itsredesign of the materials licensing process, The United States Nuclear Regulatory
Commission (NRC) is consolidating and updating numerous guidance documents into asingle
comprehensive repository as described in NUREG-1539, “Methodology and Findings of the
NRC’s Materials Licensing Process Redesign,” dated April 1996, and NUREG-1541, “Process
and Design for Consolidating and Updating Materials Licensing Guidance,” dated April 1996.
NUREG-1556, Vol. 20, “Consolidated Guidance about Materials Licenses: Guidance About
Administrative Licensing Procedures,” dated December 2000, is the twentieth guidance volume
developed for the new process and isintended for use by NRC staff. It will aso be available to
Agreement States, applicants, and licensees. This document combines and updates the guidance
for NRC license reviewers and licensing assistants previously found in the documents listed in
Appendix A.
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FOREWORD

The United States Nuclear Regulatory Commission (NRC) is using Business Process Redesign

(BPR) techniques to redesign its materials licensing process. This effort is described in
NUREG-1539, “Methodology and Findings of the NRC’s Materials Licensing Process

Redesign,” dated April 1996. A critical element of the new process is consolidating and updating

numerous guidance documents into a seriesof NUREG reports. Below isalist of volumes
currently included in the NUREG-1556 series:

Vol. No. VolumeTitle Status
1 Program-Specific Guidance About Portable Gauge Licenses | Final Report
2 Program-Specific Guidance About Radiography Licenses |Fina Report
3 Applications for Sealed Source and Device Evaluation and |Final Report
Registration

4 Program-Specific Guidance About Fixed Gauge Licenses | Final Report

5 Program-Specific Guidance about Self-Shielded Irradiators |Final Report

6 Program-Specific Guidance about 10 CFR Part 36 Final Report
Irradiators

7 Program-Specific Guidance about Academic, Research and |Final Report
Development, and Other Licenses of Limited Scope

8 Program-Specific Guidance about Exempt Distribution Final Report
Licenses

9 Program-Specific Guidance about Medical Use Licenses Draft

10 Program-Specific Guidance about Master Material Licenses [ Final Report

11 Program-Specific Guidance about Licenses of Broad Scope |Fina Report

12 Program-Specific Guidance about Possession Licensesfor |Final Report
Manufacturing and Distribution

13 Program-Specific Guidance about Commercial Final Report
Radiopharmacy Licenses

14 Program-Specific Guidance about Well Logging, Tracer, Final Report
and Field Flood Study Licenses

15 Guidance About Changes of Control and About Bankruptcy | Final Report
Involving Byproduct, Source, or Special Nuclear Materials
Licenses

16 Program-Specific Guidance About Licenses Authorizing Final Report

Distribution To General Licensees

Xi
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FOREWORD

Vol. No. Volume Title Status

17 Program-Specific Guidance About Licenses for Specia Final Report
Nuclear Material of Less Than Critical Mass

18 Program-Specific Guidance About Service Provider Final Report
Licenses
19 Guidance For Agreement State Licensees Proposing to Final Report

Work in NRC Jurisdiction (Non-Agreement States, Areas
of Exclusive Federal Jurisdiction, or Offshore Waters) and
Guidance For NRC Licensees Proposing to Work in
Agreement State Jurisdiction (Reciprocity)

20 Guidance About Administrative Licensing Procedures Final Report

The current document, NUREG-1556, Vol. 20, “ Consolidated Guidance about Materials
Licenses. Guidance About Administrative Licensing Procedures,” dated December 2000, is the
twentieth guidance developed for the new process. It isintended for use by NRC license
reviewers and licensing assistants. It combines and updates the guidance for NRC licensing staff
previously found in the documents listed in Appendix A.

A team composed of NRC staff from Headquarters and Regional Offices developed this
document, drawing on their collective experience in radiation safety in general and as specifically
applied to materials licensing. Representatives of NRC' s Office of the General Counsel provided
legal perspectives.

This guidance represents a step in the transition from the current paper-based process to the new
electronic process. This document is available on the Internet at the following address:
<http://mww.nrc.gov/INRC/NUREGS/SR1556/V 20/index.html>.

NUREG-1556, Vol. 20, “Consolidated Guidance about Materials Licenses: Guidance About
Administrative Licensing Procedures,” dated December 2000, is not a substitute for NRC
regulations, and compliance is not required. The approaches and methods described in this
report are provided for information only.

Donald A. Cool, Director
Division of Industrial and Medical Nuclear Safety
Office of Nuclear Material Safety and Safeguards
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1 PURPOSE OF REPORT

This report provides guidance to both NRC license reviewers and licensing assistants on
administrative licensing procedures. This guide includes procedures for acknowledging requests
for specific or general licensing actions, tracking the progress of actions, maintaining files
electronically in ADAMS, preparing licenses or registration certificates, distributing documents,
and other miscellaneous administrative matters. It is specifically intended for NRC staff;
however, applicants may find this information useful when preparing license applications or
requesting the status of licensing actions. This document contains information on inspection
frequencies, license fees, and other matters that are subject to change and beyond the control of
NRC licensing staff. Thisinformation is provided for convenience only. Any questions or issues
concerning these matters will be referred to the responsible NRC program office.

The applicability of this report islimited to the materials program area currently overseen by the
Division of Industrial and Medical Nuclear Safety (IMNS) in the Office of Nuclear Materials
Safety and Safeguards (NMSS). Note that many of the guidance documents used to prepare this
report are more than 10 years old and required extensive changes to meet NRC’ s way of doing
businessin the 21st century. Reorganizations within NRC over the years have resulted in the
transfer of oversight responsibilities for some program areas originally under IMNS (i.e., fuel
cycle, transportation) to other technical divisionsin NMSS. Thisreport isintended for use by the
materials program area only. Although some information in this report is applicable to other
program areas within NMSS, it is not intended to supersede administrative licensing procedures
established by other technical divisions.

Volume 20 is provided in loose-leaf form to allow individual sections and/or appendicesto be
updated as administrative procedures change. Much of the information needed by NRC licensing
staff is provided in the appendices. Readers should note the following information:

» Appendix B contains standard forms used to complete licensing actions.

» Appendix C contains checklists that are helpful for documenting the acceptance review of
certain categories of licensing actions.

» Appendix D contains standard letters that may be edited to meet case-by-case requirements.
» Appendix E containsthe list of standard license conditions.

» Appendix G defines the program codes in the Licensing Tracking System.

» Appendix Jcontains sample denial letters.

» Appendix K contains generic exemptions that the Regions may authorize without approval
from Headquarters.
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2 AGREEMENT STATES

Certain states, called Agreement States (see Figure 2.1), have entered into agreements with NRC
that give them the authority to license and inspect byproduct, source, or special nuclear materials
used or possessed within their borders. Any applicant other than a Federal agency who wishes to
possess or use licensed material in one of these Agreement States needs to contact the
responsible officialsin that State for guidance on preparing an application. These applications
should be filed with State officials, not with NRC.

In the special situation of work at Federally-controlled sitesin Agreement States, it is necessary
to know the jurisdictional status of the land in order to determine whether NRC or the Agreement
State has regulatory authority. NRC has regulatory authority over land determined to be
“exclusive Federal jurisdiction,” while the Agreement State has jurisdiction over non-exclusive
Federal jurisdiction land. Licensees are responsible for finding out, in advance, the jurisdictional
status of the specific areas where they plan to conduct licensed operations. NRC recommends
that licensees ask their local contact for the Federal Agency controlling the site (e.g., Contract
Officer, Base Environmental Health Officer, District Office staff) to help determine the
jurisdictional status of the land and to provide the information in writing, so that licensees can
comply with NRC or Agreement State regul atory requirements, as appropriate. Additional
guidance on determining jurisdictional statusisfound in All Agreement States L etter, SP-96-022,
dated February 16, 1996. Thisletter isavailable on STP's Home
Page,<http://www.hsrd.ornl.gov /nrc/home.htm>. Choose “NRC-State Communications,” then
choose “All of the Above,” and follow the directions for submitting a query for “ SP96022.” As
an alternative, interested parties can request the letter from STP by calling NRC toll-free at (800)
368-5642, extension 415-3340.

Table 2.1 provides a quick way to check on which Agency has regulatory authority.

Table 2.1  Who Regulates the Activity?

Applicant and Proposed L ocation of Work Regulatory Agency

Federal Agency regardless of location (except that Department of NRC
Energy [DOE] and, under most circumstances, its prime contractors are
exempt from licensing [10 CFR 30.12])

Non-Federal entity in non-Agreement State, US territory, or possession | NRC

Non-Federal entity in Agreement State at non-Federally controlled site | Agreement State

Non-Federa entity in Agreement State at Federally-controlled sitenot | Agreement State
subject to exclusive Federal jurisdiction

Non-Federa entity in Agreement State at Federally-controlled site NRC
subject to exclusive Federa jurisdiction

2-1 NUREG - 1556, Voal. 20



AGREEMENT STATES

Locations of NRC Offices and Agreement States

Region IV
WA \MT
OR ID WY
Wl ur| co
CA
AZ NM
o
. e
CPGU Region Il o
PR
[ J i i .
Regional Office i?Headquarters Headquarters Region Ill
[ 32 Agreement States Washington, D.C. 20555-0001 801 Warrenville Road
(approx. 15,750 licensees) 301-415-7000, 1-800-368-5642 Lisle, IL 60532-4351
630-829-9500, 1-800-522-3025
[] 15 Non-Agreement States Region |
(approx. 3,850 licensees) 475 Allendale Road Region IV
i King of Prussia, PA 19406-1415 611 Ryan Plaza Drive, Suite 400
B 3 Non-Agreement States that have 610-337-5000, 1-800-432-1156  Arlington, TX 76011-8064
P 9 . 817-860-8100, 1-800-952-9677
agreement (approx. 1,200 licensees) .
. Region Il 1556-001d ppt
Note: Alaska, Hawaii, and Guam are 61 Forsyth Street, SW, Suite 112800
included in Region 1V; Puerto Rico and 23785
Virgin Islands in Region Il Atlanta, GA 30303
Map is current as of December 2000 404-562-4400, 1-800-577-8510

Figure2.1 U.S. Map. Location of NRC Offices and Agreement States.

References: A current list of Agreement States (including names, addresses, and tel ephone
numbers of responsible officials) is available by choosing “Directories’ on the NRC Office of
State and Tribal Programs' (STP's) Home Page, <http://www.hsrd.ornl. gov/nrc/home.htm>. As
an alternative, interested parties can request the list from NRC’ s Regional or Field Offices.

NUREG - 1556, Val. 20 2-2



3 LICENSING ASSISTANT GUIDANCE

The purpose of this chapter isto provide Licensing Assistants (LA) and other appropriate staff
members with basic administrative procedures for processing, managing, and tracking licensing
actions from the time each action is received by the Agency until the action isissued. The
information provided in this chapter is not comprehensive, and it does not fully describe the
duties of the LA.

NOTE: For convenience, theterm LA isused in this NUREG to refer to both the LA and
other staff members designated to perform LA duties and responsibilities.

3.1 LICENSING TRACKING SYSTEM

The Licensing Tracking System (LTS) is the computer system for tracking each license issued by
NRC for non-reactor activities, except transportation licensing actions under 10 CFR Part 71
(tracked in another database). In addition to maintaining an electronic record of each license, the
LTSisused to individually track each license application from its receipt to completion. The
LTS system supports a standardized review process and provides licensing and inspection
management reports. The LTS allows NRC to provide timely responses to inquiries and
specialized, ad hoc queries. Each license application is tracked using a variety of methods to
support different reports and queries.

3.1.1 LTS GUIDANCE

NRC users should follow the guidance in the current LTS User’s Guide. This User’s Guide was
revised during the Y ear 2000 renovation of NRC-maintained systems. If you have questions
about the LTS User’s Guide or other LTS issues, contact your licensing assistant, or the LTS
System Administrator at Headquarters (in the Materials Safety and Inspection Branch, Division
of Industrial and Medical Nuclear Safety).

When arequest for alicensing action isreceived, the LA will create aunique LTS record to track
it through the licensing process and will print for each licensing action request an LTS data entry
form for use by the LA or licensereviewer. The LTS System Administrator enters data and
prints forms for some LAs at Headquarters that do not have accessto the LTS. Itisthe
responsibility of each license reviewer to review and complete the data entry form using the
procedures and formatsin the LTS User’s Guide and the additional guidance provided in
Appendix F. The LTS identifies and tracks the various operations authorized under alicense by
assigning primary and secondary program codes. Program code descriptions and definitions are
provided in Appendix G.
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3.1.2 NOTICE OF LICENSE EXPIRATION

A Notice of License Expiration letter is sent to each licensee 120 days before its license expires.
Each month, the LTS System Administrator generates a standard form letter using the LTS. A
sample letter is provided in Appendix D. The form letters are addressed to the attention of the
Radiation Safety Officer listed inthe LTS. The letters vary, depending on the LTS primary
program code for the licensee. Applicable forms, regulations, and guidance for preparing
applications for license renewal are attached to the letters. Dozens of these letters are issued
directly to licensees by the LTS System Administrator each month.

3.2 ADMINISTRATIVE PROCEDURES

3.2.1 INITIAL PROCESSING OF INCOMING LICENSING ACTIONS

All incoming licensing documents shall be entered into the NRC Agency-wide Document Access
and Management System (ADAMS). Documents are made available to the public in accordance
with current procedures (typically after the review is complete). Documents shall be processed
using ADAMS Document Processing Template No. NMSS/RGN Materials-002, “Incoming
Licensing-Related Correspondence (Including Incoming Licensing Actions).” Thistemplateis
subject to change as NRC gains more experience with the ADAMS computer system. The LA
should watch for change noticesissued in ADAMS and periodically review and confirm that the
licensing staff is using the latest version of templates issued by the OCIO.

Documents containing information restricted under the provision of 10 CFR 2.790 should be
entered into ADAMS in their entirety, but the file should be profiled in ADAMS as non-publicly
available (see Section 4.13 of thisNUREG).

The LA isresponsible for the receipt processing of all materials license applications. All
materials licenses are assigned unique license and docket numbers that are tracked inthe LTS
database for the life of the license. Each licensing action is assigned a unique mail control
number that istracked in the LTS database from receipt of arequest for licensing action to
completion.

For new licensing actions from existing licensees, the LA will assign and enter amail control
number into the LTS. For new applicants who do not have alicense, the LA will assign a mail
control number and a unique institution code. The institution code, with the exception of source
and special nuclear material licenses, will later be used to assign alicense number. The LA will
then enter the new licensing action into the LTS, and the LTS will automatically assign a docket
number. After completing entriesinto the LTS, the LA will print the LTS worksheets, create an
action folder, and attach the LTS worksheet to the folder.

To process the large number of requests for licensing actions effectively and efficiently, each
licensing action should receive an acceptance review at the time of its receipt, but not later than
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30 days after receipt. This acceptance review can be routinely performed by the LA. For
complex licensing actions, the LA may wish to confer with a member of the technical staff. This
initial administrative processing does not in any way replace the required technical review
specified in the NUREG-1556 series. After the LA conducts an administrative compl eteness
review, the action is ready for the license reviewer to conduct the technical review.

Acceptance Review Procedure

1. Within 30 days of the receipt of arequest for any licensing action, the NRC Regional
Offices should perform an acceptance review of the licensing request and take the
following actions:

Issue a“deemed timely” letter (for renewals only) within 5 working days of the LTS
entry. This*“deemed timely” letter servesto notify the licensee that their license will
not expire until final licensing action has been taken.

Confirm that all necessary sections of the application form (normally NRC Form 313)
are completed and the form has been signed by the applicant’ s certifying official.

Confirm that attachments identified by the applicant are, in fact, included in the
submittal.

Identify any requests for expedited review for safety-significant concerns (e.g., change
in the Radiation Safety Officer (RSO) or amendment requests resulting from
identification of safety-significant violations) or business reasons (e.g., changein
ownership, bankruptcy).

2.  After the acceptance review, send the applicant an acknowledgment letter or card (see
samplesin Appendix D) to:

Acknowledge that the request for a licensing action has been received. For renewals,
insert the “deemed timely” statement that is specified in Appendix D.

Inform the licensee that the submittal has undergone an initial processing that is
considered only an acceptance review.

Note any administrative deficiencies/omissions that were identified during theinitial
review that could delay the technical reviewer’s complete review of the licensee’s
action.

Inform the licensee that the technical review may identify additiona omissionsin the
submitted information, technical issues that require additional information, or
policy/technical issues that require coordination with Headquarters or other Regional
Offices.

Provide the licensee with an estimated time for completion of the licensing action.
These are only estimates based on the specific types of licensing actions (i.e., a specific
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date does not have to be estimated for each licensing action). The estimated time for
completion should account for any request for an expedited review.

* Inform applicants that are subject to afee (i.e., new applicants, or applicants whose
request will require full-fee recovery as outlined in 10 CFR Part 170), that a copy of
their correspondence has been forwarded to the Office of the Chief Financial Officer
(OCFO) for fee processing.

The acknowledgment is adequate documentation of the acceptance review. Each
acknowledgment should be entered into ADAMS using Document Processing Template No.
NMSS/RGN Materials-001, “ Outgoing Licensing Correspondence (Including Outgoing
Licensing Actions).”

3.2.2 RESPONSIBILITY FOR REVIEW OF LICENSE APPLICATIONS

To insure uniform handling of license applications between licensees and Regions, and to
minimize licensing and inspection conflicts, the responsibility for reviewing a license application
should be assigned to the Region where the licensed activities are inspected.

In most cases where an application or license authorizes the use of material in more than one
Region, the mailing address of the parent company should be used to determine the Region that
will conduct the review and issue the license.

Certain types of licenses and certificates are reviewed and issued by NM SS staff at Headquarters
(e.g., exempt distribution licenses, sealed source and device registration certificates, certain
source and special nuclear materials licenses, registration certificates for in vitro testing with
byproduct material under general license, etc.). Contact the Division of Industrial and Medical
Nuclear Safety in NMSSiif it is unclear who has responsibility for the review.

3.2.3 PROCESSING MISDIRECTED MATERIALS LICENSING
APPLICATIONS

Applications that licensees mistakenly send to Headquarters, either to the Office of Nuclear
Material Safety and Safeguards (NMSS) or to the Office of the Chief Financial Officer (OCFO),
will be handled in the following manner:

1. Theorigina application will be entered into ADAMS with a preliminary profilein the
Headquarters Central Mail Room.

2. Theapplications received by NMSS will be entered into the LTS and processed through
milestone 02, and the original application and duplicate will be forwarded to OCFO.
NMSS will designate the proper licensing Region that should receive the application after
the fee review is complete. It will be the receiving Region’ s responsibility to enter
milestone 10 into the LTS, along with subsequent milestones.
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3. Theapplications received by OCFO will be processed for fee purposes. If the proper fee
has been submitted by the applicant, or if the licensee is fee exempt, the OCFO will then
forward the application to the appropriate Region for entry into the LTS. The Region,
normally the LA, must call OCFO to let them know when milestones 01 and 02 have been
entered into the LTS, so that OCFO can enter the fee milestones.

4.  Anapplication received by OCFO without the proper fee, or with no fee, will be sent to
NMSS for entry into the LTS and then will be processed asin step 2, above.

5. If the misdirected application isfor a Federal licensee (always fee exempt) or an action that
does not require afee (amendments and renewals, except applications that increase the
scope of the existing license to a higher fee category or add a new fee category), NMSS
will forward the application directly to the licensing Region.

Applications that are mistakenly directed to the Regions should be handled in a similar manner,
whether they are Headquarters' or another Region’ s responsibility, including general license
registration forms (see Section 3.2.9) and any other submittal that should go to another office.
The appropriate licensing office should write or telephone the licensee to remind them to send
future correspondence to the proper address.

The above procedures should ensure that the original misdirected application is forwarded to the
appropriate office within 5-7 days.

3.24 FOLLOW-UP ON MAIL RETURNED FROM LICENSEES

A small fraction of mail sent to licenseesis returned to NRC marked “undeliverable.” Itis
extremely important that the LA follow up on these cases. Mail returned to NRC may indicate a
number of problems, ranging from aclerical error to loss of control of alicensed program. The
procedure listed below should be followed with regard to returned mail:

1. Mail returned to NRC as undeliverable should be checked by the LA against the license file
to assure that the address on the envel ope corresponds with the address provided by the
licensee on the last licensing action completed. If the mailing address differs, the LTS and
the license template file should be corrected. Also, an administrative “corrected copy” of
the license should be sent to the licensee.

2. Any pending application related to the license should be checked for the correct mailing
address.

3. For mail returned to NRC for any reason other than an NRC clerical error, the procedure to
be followed is similar to the procedure followed when alicense is expired (see
Section 3.2.5). The Regional licensing staff should coordinate with the inspection staff to
ensure that the matter isinvestigated, and (if possible) asite visit is conducted by the
inspection staff. The licensee should be informed by the Regional licensing staff that he
must submit a change of address request, along with any amendment requests associated
with the change of address.
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4.  When the licensee can be located through telephone contact or other sources, the Returned
Mail Follow-up Letter in Appendix D has been found to be useful in following up on the
returned mail; however, a documented telephone conversation record will also serve as
record of notification.

5. A tracking system should be maintained and periodically checked by the LA to assure that
adequate follow-up by the licensing and/or inspection staff is completed and that the correct
licensee addressisinthe LTS.

3.25 FOLLOW-UP ON EXPIRED MATERIAL LICENSES

The identification and investigation of expired licenses is an important part of the material
licensing and inspection program. The following procedure for expired licenses should be
followed:

1.  Onor about the fifth of each month, each Region should identify from LTS Management
Report No. 15 all material licenses issued by the Region that expired the previous month.

2. Alicenseisconsidered expired if arenewal application has not been received or
postmarked on or before the expiration date. The LTS computer automatically
distinguishes between licenses that are considered under timely renewal and licenses that
are expired, provided the Regional Offices and Headquarters have correctly classified the
renewal asan Action Type 3. Licensing staff should note that an expired license cannot be
renewed; however, it can be superseded by a new license.

3. If atermination request is pending for alicense, the LTS will mark it as expired after the
expiration date if final action has not been taken on the termination request. The LA should
check the list of expired licenses against the computer printout of pending actions.

4. TheRegional licensing staff should coordinate with the inspection staff and take
appropriate follow-up action on expired licenses. This follow-up action may include a visit
to the facility to ensure that radioactive materials are not possessed by the licensee, or that
significant contamination does not exist in the facilities where radioactive materials were
used or stored. The results of the inspection should be forwarded to the Regional licensing
staff.

5. TheRegiona licensing staff, under most circumstances, should make the final decision on
license retirement. Before the licenseisretired, there must be sufficient documentation in
the fileto demonstrate: (1) that a new license has been issued superseding the expired
license; or (2) that the licensee has ceased operations, properly transferred or disposed of all
radioactive material, and provided documents demonstrating that the facility is suitable for
release for unrestricted use.

6. For expired licensesin categories where the Region has licensing responsibility, the
Regional licensing staff should retire the licenses, as appropriate, in accordance with
current retirement procedures outlined in NUREG-0910, NRC Comprehensive Records
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Disposition Schedule, and change the license in the LTS to retired status. For all licenses
that are retired, and where the licensing staff has issued a new license, there should be a
statement in the retired docket file indicating that a new license has been issued. Where a
license isterminated, a Form 314 or equivalent isfiled in the official docket file, along with
supporting documentation verifying the disposition of the material and that the facility is
free of contamination in excess of regulatory requirements.

Questions concerning proper document retirement procedures and disposition of retired
docket files may be directed to the Records Management Branch, Office of the Chief
Information Officer.

3.2.6 PREPARATION AND DISTRIBUTION OF COMPLETED

LICENSING DOCUMENTS

Compl eted licensing documents shall be prepared and distributed per ADAMS Document
Processing Template No. NMSS/RGN Materials-001, “Outgoing Licensing Correspondence.”
These templates and corresponding instructions are subject to change as NRC gains more
experience with ADAMS. The LA should watch for template change notices and periodically
confirm that the licensing staff is using the latest version of the template.

1

It is recommended, and strongly encouraged by NMSS, that all licenses be amended in their
entirety. This process will assist inspectors and provide a complete, up-to-date license in
ADAMS. (If the license under review is not being renewed, be careful that the expiration
date is not changed.) After the license is mailed to the licensee, the licensing staff must
ensure that the license and all supporting documents for the current action are placed into
ADAMS, unless they are already in the system.

The license reviewer should ensure that the correct program code is assigned to the license
inthe LTS. When it becomes necessary to assign more than one program code to alicense,
the code with the highest inspection priority (shortest inspection cycle) should be
designated the primary code.

The docket number, license number, and mail control number must be included on all
outgoing correspondence in order to assist in the identification of documents being
processed.

Historically, after issuing the final licensing action to the applicant, distribution was limited
to the docket file and the Public Document Room for most materias licenses. For
distribution using ADAMS, consult the ADAMS template for the distribution instructions.

Completed material licensing documents should be saved in ADAMS folders as specified
inthe ADAMS template and local file management procedures. For licensing staff
convenience, ADAMS packages may be created and used to associate documents that are
dispatched or linked together as part of aphysical package. For ADAMS performance
reasons, it is best to use ADAMS searches whenever practical and to minimize the use of
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folders and packages; however, it is acceptable to create ADAMS folders and packages in
accordance with approved procedures.

6. OCFO should be notified of specific licensing actions that are completed and contained in
packages. The LA should forward these completed packages using the ADAMS-Send
function. The OCFO'’s staff will conduct afinal fee review on completed licensing actions.

7.  Classified information or safeguards information must not be scanned into ADAMS. If
classified or safeguards information is received, it should be handled in accordance with
MD 12.2, “NRC Classified Information Security Program,” and MD 12.6, “NRC Sensitive
Unclassified Information Security Program.”

8.  All correspondence addressed to, or that involves activities of, the Advisory Committee on
the Medical Uses of Isotopes (ACMUI) must be marked “ Official Use Only.” These
documents will be profiled in ADAMS as non-publicly available.

9.  Regional Offices should coordinate with the States in their Regions and determine what
licensing documents they wish to receive. If a State requests to receive licensing
documents issued by NMSS (i.e., distribution licenses), the Region should inform NMSS of
the request.

3.2.7 AVAILABILITY, SECURITY, AND INTEGRITY OF MATERIAL
LICENSE FILES

The Agency’ s hard copy docket files are maintained in the Headquarters File Center for licenses
issued by NMSS and the Regional docket file rooms for licenses issued by the Regions. Starting
in April 2000, NRC began managing all official docket filesin the ADAMS computer system.
ADAMS is NRC’s new electronic records storage and retrieval system. It is anticipated that
ADAMS will reduce the need to maintain paper-based record collections. Additionaly, ADAMS
replaces the Nuclear Documents System (NUDOCS), the Public Document Room'’s
Bibliographic Retrieval System (BRS), and the Regulatory Information Distribution System
(RIDS).

Most of NRC's Official Agency Records (OARs) and other non-record reference materials will
be maintained in ADAMS. ADAMS will store OARs including programmatic and
administrative records that were kept in paper recordkeeping systems, with the exception of
unclassified safeguards information and other sensitive records determined to be inappropriate
for electronic maintenance. The staff will add records to ADAMS using the guidance provided
in the appropriate final ADAMS Document Templates |ocated in the ADAM S Document
Manager.

An OAR is statutorily defined in the Federal Records Act asa—

book, paper, map, photograph, machine readable material, or other documentary
material, regardless of physical form or characteristics, made or received by an
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Agency of the United States Government under Federal law or in connection with
the transaction of public business and preserved or appropriate for preservation by
that Agency or its legitimate successor as evidence of the organization, functions,
policies, decisions, procedures, operations, or other activities of the Government
or because of the informational value of data contained in these materials. Library
and museum material made or acquired and preserved solely for reference or
exhibition purposes, extra copies of documents preserved only for convenience of
reference, and stocks of publications and processed documents are not included in
the definition of the term “Official Agency Record” (36 CFR Part 1220).

Some examples of documents that contain OARS requiring preservation under Federal

regulations are as follows:

* Documentsrelated to NRC programs, policies, organizations, decisions, decision making,
minutes, or agendas;

» Documents containing unique information that explains why the Agency made a decision or
took an action;

* Documents that direct one to take an action or that one uses to direct another to act;

» Information that NRC creates or acquires viae-mail, facsimile, telephone record, or meeting
notes, about a licensing matter or an inspection of alicensee’ s facility that contains: (1)
unique information; (2) the rationale for an NRC decision; or (3) guidance that is not
documented in the OAR.

The partial listing of materials and publications below will provide further information on this
subject:

» Management Directive 3.1, “Freedom of Information Act”

» Management Directive 3.4, “Release of Information Act”

» Management Directive 3.5, “Document Management”

» Management Directive 12.2, “NRC Classified Information Security Program”

* Management Directive 12.6, “NRC Sensitive Unclassified Information Security Program”

* 10 CFR 2.790, “Public Inspections, Exemptions, Requests for Withholding.”

3.2.8 COORDINATORS FOR CERTAIN FEDERAL ORGANIZATIONS

Certain Federa organizations coordinate licensing actions through a central office. These
coordinators may support a single, multi-site license, master material license, or alicense that
controls several, specific licensesissued to the same Federal organization. The coordinators for
these Federal organizations are listed in Appendix H. Because these coordinators are subject to
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change, it is anticipated that NM SS will update and reissue Appendix H periodically to keep the
list current.

3.2.9 PROCESSING GENERAL LICENSE REGISTRATION
CERTIFICATES

This section provides guidance to IMNS licensing staff for processing NRC Form 244,
“Registration Certificate — Use of Depleted Uranium Under General License” and NRC

Form 483, “ Registration Certificate — in vitro Testing with Byproduct Material Under General
License.” Copies of the forms are provided in Appendix B.

NRC Form 244 — The regulations in 10 CFR 40.25 grant a general license to persons who
receive, acquire, possess, use, or transfer depleted uranium contained in industrial products or
devicesfor the purpose of providing a concentrated massin a small volume of the product or
device. Such use only appliesto industrial products or devices that have been manufactured or
initially transferred under a specific license issued pursuant to 10 CFR 40.34(a) or under an
equivalent Agreement State license. Applicants for ageneral license under 10 CFR 40.25 must
register with the Commission by filing NRC Form 244 and receive an acknowledgment of the
registration before receiving byproduct material under the general license.

NRC Form 483 — The regulationsin 10 CFR 31.11 grant ageneral license to any physician,
veterinarian in the practice of veterinary medicine, clinical laboratory, or hospital for the
possession and use of specified byproduct material “in prepackaged units’ not exceeding certain
guantities for in vitro (outside the body) clinical or laboratory testing. Such testing, under the
provisions of ageneral license, must not involve the direct administration of this type of
byproduct material to human beings or animals. Applicants for ageneral license under

10 CFR 31.11 must register with the Commission by filing NRC Form 483 and receive an
acknowledgment of the registration before receiving byproduct material under the general
license.

IMNS Responsibilities

1. Provideacopy of NRC Form 244 or 483 to new applicants requesting a general license for
the use of certain industrial products or devices containing depleted uranium or the use of
byproduct material for in vitro clinical or laboratory testing.

2. Review NRC Forms 244 and 483 when received, to ensure that the applicant is eligible for
the general license and that the proposed activities are in accordance with the provisions of
10 CFR 31.11 and 40.25, as appropriate. If activities are not in accordance with these
regulations, contact the applicant regarding the lack of conformance with the NRC general
license.
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Mail the signed NRC Form 244 or 483 to the applicant with aregistration number assigned
to the applicant. Signature authority for the reviewing official of generally-licensed
activities should be designated according to IMNS policy.

Retain NRC Form 244 and 483 reguests until arecords disposition schedule is approved by
the National Archives and Records Administration. These records are unscheduled and
must be retained according to NUREG-0910, “NRC Comprehensive Records Disposition
Schedule.”

Registration Requirements

NRC Form 244

1.

Persons who receive, acquire, possess, or use depleted uranium are subject to the
regulationsin 10 CFR 40.25. Within 30 days of first receipt or acquisition of such depleted
uranium under a general license, ageneral licensee must register with the Commission by
filing NRC Form 244 with the Director, Division of Industrial and Medical Nuclear Safety,
with a copy to the appropriate NRC Regional Administrator.

Note: Thereisno feefor filing aregistration for a general license under 10 CFR 40.25.

A person who receives, acquires, possesses, or uses depleted uranium contained in
industrial products or devices for mass-volume applications under a general license, must
comply with the regulations in 10 CFR 40.25 (included on NRC Form 244).

Note: Thisgeneral license applies only to industrial products or devices that have been
manufactured or initially transferred under a specific license issued pursuant to
10 CFR 40.34(a) or under a specific license issued by an Agreement State that
authorizes manufacture of the products or devices for distribution to persons
generally licensed by the Agreement State.

NRC Form 483

1.

Any physician, veterinarian in the practice of veterinary medicine, clinical laboratory or
hospital requesting a general license for the possession and use of a specified byproduct
material not exceeding certain quantitiesin “prepackaged units’ for in vitro clinical or
laboratory testing is subject to 10 CFR 31.11. Before accepting receipt of byproduct
material under ageneral license, ageneral licensee (with the exception of Part 35 medical
use licensees) must register with the Commission by filing NRC Form 483 with the
Director of Nuclear Material Safety and Safeguards (NMSS) and must receive an
acknowledgment of the registration by way of avalidated Form 483 with aregistration
number assigned.

Note: Thereisno feefor filing aregistration for ageneral license under 10 CFR 31.11.
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A person who receives, possesses, or uses byproduct material under a general license for
use for certainin vitro clinical or laboratory testing must comply with the regulationsin
10 CFR 31.11 (included on NRC Form 483).

Notes: 10 CFR 32.71 authorizes the manufacture and distribution of products for use under
general license pursuant to 10 CFR 31.11.

General licensees operating under 10 CFR 31.11 are limited to specific
radioi sotopes and unit quantities of radioactive material.

Persons authorized by a specific license under the provisions of 10 CFR Part 35 for
the medical use of byproduct material may receive, acquire, possess, use, or transfer
byproduct material under a general license without filing NRC Form 483.

Thein vitro testing must not involve the internal or external administration of byproduct
material, or the radiation therefrom, to human beings or animals.

“Prepackaged units’ include individual reagent vials, radioassay kits, and/or calibration sources.

Processing of NRC Forms 244 and 483

IMNS will process NRC Forms 244 and 483 as follows:

1.

Receipt — The Headquarters Document Control Desk will forward the hard copy of the
request directly to the licensing section for processing without scanning the document into
ADAMS.

Processing Form 244 requests — Search the existing file to determine if the applicant has a
valid form onfile. If thereisarecord for the applicant, enter the file number from the
initial filing onto the revised Form 244. Otherwise, obtain the next file number from the
log book and enter it onto the hard copy Form 244.

Processing Form 483 requests — Verify that the applicant is a physician, veterinarian in the
practice of veterinary medicine, aclinical laboratory, or a hospital. Search the existing file
to determine if the applicant hasavalid form on file. If thereisarecord for the applicant,
enter the validation number from the initial filing onto the revised Form 483. Otherwise,
obtain the next validation number from the log book and enter it onto the hard copy Form
483.

Approva and Distribution — An approved licensing staff member must sign and date the
hard copy form, scan the completed form into ADAMS, complete the profile, and declare it
an Official Agency Record. Mail the signed, original form with an acknowledgment |etter
back to the applicant. A sample acknowledgment letter is provided in Appendix D.

Note: All new NRC Form 244 and 483 requests will be maintained in ADAMS. The
historical hard copy requests are maintained in IMNS. These historical hard copy
files (received before April 2000) are not currently scanned into ADAMS; therefore,
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these hard copy records must be searched for previously submitted forms. This
preliminary review, in addition to searching ADAMS, must be conducted before
completing the request and adding the file/validation number.

5. Deficiencies— If an NRC Form 244 or 483 isfound deficient (i.e., does not contain the
required information or indicates that the applicant would not qualify under the provisions
of ageneral license), the technical reviewer must attempt to resolve the deficiencies by
telephone contact with the applicant. If the deficiencies can be resolved through telephone
contact, mark the form with the corrections provided by the applicant. If the deficiencies
cannot be resolved by telephone, send a letter requesting the necessary information.

3.2.10 PROCESSING RECIPROCITY APPLICATIONS (FORM 241)

This section provides guidance to licensing staff on processing NRC Form 241, “ Report of
Proposed Activitiesin Non-Agreement States, Areas of Exclusive Federal Jurisdiction, or
Offshore Waters,” and licensee-requested revisions to NRC Form 241. Agreement State
licensees wishing to perform licensed activities in non-Agreement States, areas of exclusive
Federal jurisdiction in Agreement States, or in Federal offshore waters are subject to the general
license regulations in 10 CFR 150.20. Under this provision, the Commission recognizes and
allows certain Agreement State licensees to work in areas of NRC jurisdiction under their
Agreement State license.

Note: This section duplicates much of the guidance in Inspection Manual Chapter 1220,
“Processing of NRC Form 241 and Inspection of Agreement State Licensees Operating
Under 10 CFR 150.20.” It wasincluded in this NUREG because processing forms and
issuing procedures letters are considered administrative functions of the Regional
licensing staff.

Jurisdiction

NRC/Agreement State jurisdiction can be very complex. Reviewers should refer to the
definitions and guidance in Volume 19 of NUREG-1556, “ Consolidated Guidance About
Materias Licenses: Guidance for Agreement State Licensees About NRC Form 241 * Report of
Proposed Activitiesin Non-Agreement States, Areas of Exclusive Federal Jurisdiction, or
Offshore Waters' and Guidance for NRC Licensees Proposing to Work in Agreement State
Jurisdiction (Reciprocity),” to determine whether NRC has jurisdiction over the proposed
activities.
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Responsibilities and Authorities

Division of Industrial and Medical Nuclear Safety, NMSS

Maintain the computer-based Reciprocity Tracking System (RTS). The RTS s necessary for
tracking reciprocity activities, assisting in the planning of inspections of reciprocity activities,
and providing summaries of reciprocity activities and inspections on an Agency-wide basis.
IMNS is also responsible for establishing the procedures and guidelines for processing NRC
Form 241.

Regional Offices

1.

Before January 1 each year, issue a procedures letter (see samplein Appendix D) to all
reciprocity licensees from the previous year.

Provide a procedures letter to new applicants requesting reciprocity.

Review each submitted NRC Form 241 to ensure that the requested activities of Agreement
State licensees are in accordance with 10 CFR 150.20 and are authorized under the
Agreement State license. If activities requested are not in accordance with the provisions of
10 CFR 150.20, contact the Agreement State licensee regarding the lack of conformance
with the NRC general license.

Enter the licensee information from the NRC Form 241 into RTS and ADAMS,
electronically distribute the signed NRC Form 241, and provide notification to the
appropriate authorities, including the NRC Regional Office having jurisdiction in the
area(s) in which the Agreement State licensee intends to operate under reciprocity.
Signature authority for the reviewing officials of the reciprocity activities requested on
NRC Form 241 should be designated according to Regional policy.

Form 241 Requirements

1.

Agreement State licensees requesting reciprocity for activities conducted in non-Agreement
States, areas of exclusive Federal jurisdiction within Agreement States, or in Federal
offshore waters are subject to the provisions of 10 CFR 150.20. Thefirst time within a
calendar year that an Agreement State licensee conducts reciprocity activities, it must filea
completed NRC Form 241, provide one copy of its Agreement State license, and the
appropriate fee as specified in fee category 16 of 10 CFR 170.31, unless one or more of the
exemptionsin 10 CFR 170.11(a)(4) are applicable. See 10 CFR 150.20(b)(1) for further
details.

Notes: An Agreement State licensee operating under an approved NRC Form 241 generd
license authorization (reciprocity) pursuant to the general license provisions of
10 CFR 150.20 does not have to obtain authorization from NRC before performing

NUREG - 1556, Val. 20 3-14



LICENSING ASSISTANT GUIDANCE

reciprocity activities requested on the approved NRC Form 241; however, licensees
who do not qualify for the general license will be informed that work is not to be
performed in areas of exclusive Federa jurisdiction within Agreement States, non-
Agreement States, or in Federal offshore waters, until NRC receives the required
information.

All guestions concerning reciprocity fees should be referred to OCFO.

In completing NRC Form 241, the Agreement State licensee must provide sufficient
information to enable NRC to conduct unannounced inspections.

Note: The reviewer should assure that the Form 241 contains sufficient information to
find any place of use where the general licensee plans to conduct reciprocity
activities.

The Agreement State licensee should only identify work to be conducted during asingle

calendar year.

In general, applicants prefer to file for reciprocity by using facsimile transmissions. The
facsimile method avoids the many delays inherent in the mail system.

When the facsimile method is used, the transmission of the NRC Form 241, the Agreement
State license, and the check or credit card application must be received by NRC 3 days
before the licensee engages in the proposed activity. A copy of the check servesasa
promissory note from the applicant to NRC. Alternatively, the licensee may elect to file the
required information through the mail or other means, as long as NRC receives all of the
information outlined above at |east 3 days before the licensee engages in the activity. Itis
the responsibility of the applicant to ensure that NRC’s Regional Offices receive the
materials within the specified 3-day time frame.

If the facsimile or other acceptable method for filing the required NRC Form 241
information is not available to the licensee as aresult of an emergency or for other
unforeseen reasons, the Regional Administrator (or the RA’s designee) can waive the time
requirements specified in 10 CFR 150.20(b)(1) for the filing of NRC Form 241, provided
the Agreement State licensee requesting reciprocity:

a. informsthe Region by telephone of initial activities or planned revisions to the
information submitted on the initial NRC Form 241 (e.g., additional locations of work
or changes to the radioactive material or work activities); and

b. receivesora or written authorization for the activity(ies) from the Region; and

c. filesNRC Form 241, one copy of the Agreement State license, and the check or credit
card application for the fee payment within 3 days after the telephone notification.
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Processing of NRC Form 241

Agreement State licensees are required to report their proposed activities in non-Agreement
States to the NRC Regional Administrator of the Region in which the Agreement State is located.
The Regional Office shall take the following actionsin processing NRC Form 241

1. Receipt — Verify that thefilingistimely. Stamp or otherwise note the date of receipt on the
NRC Form 241. The form must normally be received by NRC at least 3 calendar days
before the licensee begins work.

Notes: The Regional Administrator (or the RA’s designee) may consider awaiver of the
3-day time requirement, as provided in 10 CFR 150.20(b)(1).

The Document Control Desk will forward the original, hard copy form to the
licensing staff for processing without scanning it into ADAMS. The licensing staff
will process and sign the hard copy form, scan it into ADAMS, complete the
profile, and declare it an OAR.

2. Processtheinitial incoming NRC Form 241.

a. Immediately upon receipt of NRC Form 241, verify that the applicant has provided the
required information and that the certification block for the certifying entity has been
signed and dated by the Radiation Safety Officer or a management representative.

Note: Confirm that none of the staff members is banned from NRC licensed activities
by checking the escalated enforcement actions issued to individuals. Go to the
Office of Enforcement page on the external web site (www.nrc.gov/OE/).
Select “Enforcement Actions’ from the buttons on the left side of the screen.
Select “Escalated Enforcement Actions Issued to Individuals’ from the links at
the bottom of the page. Go to the Edit drop-down menu, and select “Find in
Frame.” Search for the individua’slast name. If an order wasissued to the
individual, read the order and confirm whether the restrictions still apply.
Consult with OE before taking any action for an individual who appearsto be
banned from NRC activities.

b. Verify that the NRC Form 241 package contains a check or credit card application for
fee payment with the required fee specified in 10 CFR 170.31; one complete copy of a
valid, active Agreement State license; and theinitial NRC Form 241, properly signed.
Make two copies of the check for the action package and forward the original check and
acopy of the check to the NRC Lockbox in accordance with the guidelinesin
Section 5.1.1 of this NUREG.

Notes: For NRC Forms 241 received without a fee payment, notify the licensee, by
telephone, that the required fee (10 CFR 170.31) must be provided, before
conducting activities under reciprocity.
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In cases where the Agreement State licensee seeks awaiver of the time
requirements from the RA, the reviewing personnel in the Region may authorize
reciprocity activities before receipt of the fee. The licensee must provide a copy
of the check intended for paying fees (pending the actual receipt of the check).

If no check or copy is available, authorization can only be granted after the
OCFO is contacted and grants approval. A copy of the check for reciprocity
activities serves as a promissory note.

. Review the Agreement State license that was submitted with NRC Form 241 to verify
that the proposed activities are authorized by the license and that the license will remain
in effect and not expire during the time of the proposed activities.

Note: An Agreement State licensee cannot qualify for a general license under the
provisions of 10 CFR 150.20 if the license issued by the Agreement State limits
the activity authorized by the license to specific installations or locations. The
license must authorize temporary job site locations before the general license
authorized under 10 CFR 150.20 can apply.

. For initial NRC Forms 241, enter the Agreement State licensee and fee information into
the Reciprocity Tracking System (RTS).

Note: Information concerning the use of RTS can be found in the U.S. NRC
Reciprocity Tracking System 36.15 User’s Guide (RTS User’s Guide).

Enter individua work location information into RTS.

Note: The Location Reference Number (LRN) is generated by RTS and is required for
tracking the NRC Form 241 and any revisions. The LRN and itsuse is
described in the RTS User’s Guide. This unique number should be entered on
NRC Form 241 for use by the licensee on subsequent revisions.

If the NRC Form 241 is found deficient (i.e., does not contain the required information,
or the information provided indicates that the applicant does not qualify), the licensing
staff should refer to the procedure for handling deficient forms below.

Note: For cases where NRC Form 241 isreceived and the information provided
indicates that the licensee does not qualify for a general license under
10 CFR 150.20, notify the licensee by telephone and send a follow-up letter
within 3 days of receipt of the NRC Form 241 request. Thisletter should
explain to the licensee that the information provided in its NRC Form 241 does
not qualify for reciprocity and that the applicant is not authorized to perform
reciprocity activities.

. When it is determined that the applicant has provided the required information and the
correct fee payment, an authorized staff member must sign and date NRC Form 241 as
the reviewing official and forward a copy to the Agreement State licensee with an
acknowledgment letter (see the sample in Appendix D). This approved copy of NRC
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J-

Form 241 may be transmitted viafacsimile, email, or other available and efficient
method of transmission.

Note: Signature authority for the reviewing official for reciprocity activities requested
by NRC Form 241 should be designated according to Regional policy.

The Regional Office will have the completed reciprocity package scanned into
ADAMS, complete the profile, and declare the package an OAR. Licensing staff
should promptly notify, by e-mail, the inspection staff that has the responsibility for
inspecting the reciprocity activities.

Make copies of the check for the action package that is maintained in-house, and
forward the original check and a copy of the check to the NRC Lockbox, according to
the general guidelinesin Section 5.1.1 of this NUREG.

Notify the individual State(s) where the work isto be performed.

3.  Revisionto NRC Form 241.

a. Verify that the amended NRC Form 241 isarevision. Revisionsinclude identifying

b.

previously-unidentified work locations, changing the radioactive material authorization,
and specifying work activities different from the activities identified on the initial

Form 241. If theinitia Form 241 failed to identify any specific work sites, the
identification of a specific work siteis considered arevision, not a clarification.

Note: Confirm that none of the staff members is banned from NRC licensed activities
by checking the escalated enforcement actions issued to individuals. Go to the
Office of Enforcement page on the external web site (www.nrc.gov/OE/).
Select “Enforcement Actions’ from the buttons on the left side of the screen.
Select “Escalated Enforcement Actions Issued to Individuals’ from the links at
the bottom of the page. Go to the Edit drop-down menu, and select “Find in
Frame.” Search for the individua’slast name. If an order wasissued to the
individual, read the order and confirm whether the restrictions still apply.
Consult with OE before taking any action for an individual who appearsto be
banned from NRC activities.

Verify that the applicant has provided the appropriate fee for the revision with the
request and confirm that the certification block has been signed and dated by the RSO
or Management representative. Make a copy of the check for the action package that is
maintained in-house, and forward the original check and a copy to the NRC Lockbox,
according to the general guidelinesin Section 5.1.1 of thisNUREG.

Notes: For revisionsto NRC Form 241 that are received without a fee payment, notify
the licensee by telephone that the required fee specified in 10 CFR 170.31 must
be provided before NRC can review the revision request.

Because of the time limitations often associated with reciprocity activities,
revisionsto NRC Form 241 may be authorized before receipt of thefee or a
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copy of acheck written for fees; however, the reviewer must first contact OCFO
for verbal approval before authorizing the activities listed on NRC Form 241.

. Verify that the information from the initial NRC Form 241 is current and correct before

revising the licensee’ s reciprocity record in the RTS.

. Determine the number of total days of reciprocity charged to date to the general license
from RTS. The number of days charged is calculated by determining the total number
of days of reciprocity activities conducted and/or the number of days that licensed
material was stored or brought into non-Agreement States or in areas of exclusive
Federal jurisdiction. Record thisinformation on the NRC Form 241.

For new locations of work, additional dates, or different activities, enter the new
information into RTS, which will assign an LRN for each new location of work listed
on NRC Form 241.

If NRC Form 241 is found deficient (i.e., does not contain the required information, or
the information provided indicates that the applicant does not qualify as a general
licensee), refer to the procedure outlined below for handling deficient NRC Form 241s.

Note: For cases where revisions to NRC Form 241 are received and the information
provided indicates that the licensee no longer qualifies for a general license
under 10 CFR 150.20, notify the licensee as soon as practicable to cease
licensed activitiesin NRC jurisdiction. The staff member making the
notification should issue a letter immediately after the notification (within 3
days of the submittal) that explains why the Agreement State licensee does not
quality for reciprocity and that confirms that licensed activities should cease
immediately. The LA or staff member making the notification should forward
the ADAMS assession number to OCFO for fee processing.

. When it is determined that the required information specified in 10 CFR Part 150.20
and that the fee payment or proof of fee payment was provided, the authorized staff
member must sign and date NRC Form 241 as the reviewing official and forward a
copy with an acknowledgment letter to the Agreement State licensee unless this
information was provided in other recent correspondence. An example of an
acknowledgment letter is provided in Appendix D. The general licensee's copy may be
transmitted viafacsimile, e-mail, or mail, depending on the availability of equipment
and the mode requested by the applicant.

Note: It isnot necessary for the general licensee to resubmit the Agreement State
license unless that license has been amended since thefiling of theinitial NRC
Form 241.

. The Regional Office will have the completed reciprocity package scanned into
ADAMS, complete the profile, and declare the package an OAR. Licensing staff
should promptly notify, by e-mail, the Regional inspection staff responsible for
inspecting the reciprocity activities.

3-19 NUREG - 1556, Val. 20



LICENSING ASSISTANT GUIDANCE

i. Forward the ADAMS assession number for completed reciprocity requests to OCFO for
fee processing. After OCFO staff determines that the appropriate fee was paid, they
will enter the fee paid milestone into the LTS.

j- Notify theindividual State(s) requesting notification by NRC of reciprocity activities
within their State boundaries of all proposed |ocations where the reciprocity work may
be performed. This notification to State(s) can consist of providing hard copies of NRC
Form 241s, or by using e-mail to provide the ADAMS accession number for
referencing the completed NRC Form 241.

4. Clarifications of NRC Form 241 — Licensees should notify NRC of clarificationsto the
initial NRC Form 241. Clarificationsto an NRC Form 241 do not require afee.

a. Verify that the amended NRC Form 241 isaclarification, not arevision. Clarifications
are limited to changes in previously-identified information, i.e., work sites, work site
contacts, or dates of work.

Note: If the information provided by the general licensee does not meet the criteria
stated above for aclarification, notify the licensee of this fact by telephone
within 3 days of receipt of the amended NRC Form 241 request. If the new
request constitutes arevision, inform the licensee that afeeis required for
revisions and that the required fee must be provided before NRC reviews the
request. For the processing of revision requests, see the procedure above.

b. Confirm that the information on filein RTS from the initial NRC Form 241 is current
and correct before revising the licensee’ s reciprocity record.

c. Obtain from RTS the total number of days of reciprocity charged to date to the general
licensee. The number of days charged is calculated by determining the total number of
days activities were conducted and/or the number of days that licensed material was
stored in non-Agreement States or in areas of exclusive Federal jurisdiction. Record
this number on the NRC Form 241.

d. When it isdetermined that the information submitted by the general licensee only
contains clarifications, the approved staff member must sign and date NRC Form 241
asthereviewing official. Thissignature indicates that the clarifications provided have
been reviewed and found sufficient. After completion of the review process, a copy of
the approved NRC Form 241 is then forwarded to the Agreement State licensee. This
copy approving the requested clarification may be transmitted viafacsimile, e-mail, or
mail, depending on the general licensee' s availability of equipment.

e. Asnofeesareinvolved for clarifications, the Regional Office will have the completed
reciprocity package scanned into ADAMS, complete the profile, and declare the
package an OAR.

f. Licensing staff should promptly notify, by e-mail, the Regional inspection staff
responsible for inspecting the proposed reciprocity activities.
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Notify the individual State(s) of reciprocity activities that may be conducted within
their State boundaries. This notification can consist of contacting the State(s) by e-mail
and providing the ADAMS accession numbers for the completed NRC Form 241s.

Deficient NRC Form 241.

a

If NRC Form 241 contains omissions or errors, first attempt to resolve these items by
telephone contact with the Agreement State licensee within 3 days of receipt of the
NRC Form 241 request. If the deficiencies can be resolved by telephone contact, mark
the NRC Form 241 with the corrections and emphasize to the licensee the need to
comply with the requirements of 10 CFR 150.20.

If the deficiencies cannot be resolved by telephone, send a letter identifying to the
licensee the errors, omissions, or deficiencies and requesting the necessary additional
information. The letter should emphasize the need to comply with the requirements of
10 CFR 150.20 before conducting activities under reciprocity. Inthe deficiency letter,
notify the general licensee that the review process will continue upon receipt of the
requested information.

If in the applicant’ s response, the deficiencies were till not resolved, notify the licensee
by telephone and send a follow-up letter within 3 days of receipt of the NRC Form 241
request. Thisletter should specifically explain that the applicant has not submitted the
required information and thus does not qualify for a general license under

10 CFR 150.20. Inform the licensee that work is not to be performed in areas of
exclusive Federa jurisdiction, non-Agreement States, or in Federal offshore waters
until NRC receives the required information.

Make two copies of the check for the action package that is maintained in-house, and
forward the check and a copy of the check to the NRC Lockbox, in accordance with the
genera guidelinesin Section 5.1.1 of this NUREG.

The Regional Office will modify the NRC Form 241 to indicate that the form has been
approved or disapproved. The Regiona Office will have the final reciprocity package
scanned into ADAMS, complete the profile, and declare the package an OAR. If
approved, licensing staff should promptly notify inspection staff and individual States,
as stated above, for initial and revised packages.

For Agreement State licensees, other than those using materials in Federal waters,
whose proposed reciprocity activities are approaching or would exceed the 180-day
limit, the licensee should be notified by telephone or in writing that a specific NRC
license must be applied for and obtained if activities in non-Agreement States in excess
of 180 days are to be conducted within the calendar year.

Apparent Non-Compliance with 10 CFR 150.20 — If the NRC Form 241 describes activities
that appear to be in noncompliance with the Agreement State specific license or other
regulatory requirements, the following actions shall be taken:
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a. Where the Agreement State license limits use to a specific address or location, advise
the licensee, by telephone or in writing (notify the appropriate Agreement State) within
3 days of receipt of the NRC Form 241 request, that reciprocity cannot be granted under
the current license. Suggest that the applicant apply to the Agreement State licensing
authority for alicense amendment permitting temporary job site locations on its
Agreement State License, or optionally, apply to the appropriate NRC Regional Office,
for a specific NRC license authorizing the activity requested.

b. In caseswhere general license activities are considered violations of 10 CFR 150.20
(i.e., activities were started before the initial NRC Form 241 was submitted, where the
Agreement State license has expired, where the Agreement State license limits
locations, or where the 180-day land-based limit in a calendar year is exceeded), these
violations should be treated in accordance with NUREG-1600, “NRC Enforcement
Policy.”

7.  NRC Form 241 — Equivaence or Misdirection.

a. Equivaence — There may be cases where the Agreement State licensee submits a letter
in lieu of NRC Form 241. This process is acceptable, provided the letter contains all of
the information required by NRC Form 241, including one complete copy of avalid
Agreement State license and the required fee payment.

b. Misdirection of NRC Form 241 — If an Agreement State licensee inadvertently submits
an NRC Form 241 to NMSS or the wrong Regional Office, the receiving office shall
promptly notify the appropriate Regional Office and immediately forward the submittal
viafacsimile, mail, or email.

Retention and Disposal of Reciprocity Licensing Documents

All reciprocity licensing documents, including the initial NRC Form 241s, authorized revisions,
clarifications, and 10 CFR 2.790 requests, must be retained and/or destroyed in accordance with
the approved records disposition schedules contained in NUREG-0910, “NRC Comprehensive
Records Disposition Schedule.” NRC Schedule 2-24.4.d requires that license files be retained
for 20 years after license termination. Documents associated with a Form 241 should be retained
for 20 years following the year for which the Form 241 was in effect.
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4.1 INTRODUCTION

This chapter provides guidance and criteriato the license reviewer for processing license
applications for new applicants, amendments and renewals. This guidance assumes that
applications will be filed and reviewed in accordance with the guidance set forth in the
NUREG-1556 series. If the licensee does not use the NUREG-1556 series, the review of the
applicant’s submittal may take longer to complete.

Reviewers should use, as a minimum, all available NUREG-1556 tools, including process,
criteria, and checklists, when reviewing license applications to standardize and simplify the
review process. An applicant may request authorization to use licensed materials in more than
one program type. In this case, the reviewer would need to use more than one NUREG volume
to review the application. A complete list of the documentsin the NUREG-1556 seriesis|ocated
in the Foreword to this document. The reviewer should review and compare the specific
licensing criteriafor each program type to identify the common criteria and the unique issues.
The applicant’ s radiation safety program must adequately address all of the criteriafor each
program type to be authorized; however, reviewers should avoid requesting information not
identified in the NUREG. When adding new or multiple program types to asingle license, the
reviewer should refer to Inspection Manual Chapter 2800 to identify the program code with the
highest inspection priority. The program code with the highest inspection priority should be
identified as the primary program code in the LTS, and this program code will dictate the
inspection frequency for this license.

If the NUREG series does not request information thought to be critical to a particular licensing
action, Headquarters should be informed so that the guidance can be revised, if necessary, to
include the information. If additional guidance beyond the information provided in the NUREG
seriesis needed, this information should be requested in atechnical assistance request (TAR).
Reviewers should refer to Section 4.14 for specific guidance about TARS.

4.2 PROCESSING NEW APPLICATIONS

Applicants for new licenses are expected to provide al the information specified on NRC

Form 313, “Application for Material License.” All itemsin the application should be completed
in enough detail for the reviewer to determine that the proposed equipment, facilities, training
and experience, and radiation safety program satisfy regulatory requirements and are adequate to
protect public health and minimize danger to life and property. The reviewer should perform a
comprehensive review of the application. Thisreview should consist of a comparison of al
material submitted by the applicant, with the requirements in the appropriate regul ations,
guidance provided in the appropriate NUREG-1556 volume, and guidance supplemented in
relevant TAR responses.
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Note: Confirm that none of the staff members is banned from NRC licensed activities by
checking the escalated enforcement actionsissued to individuals. Go to the Office of
Enforcement page on the external web site (www.nrc.gov/OE/). Select “ Enforcement
Actions’ from the buttons on the left side of the screen. Select “ Escalated Enforcement
Actions Issued to Individuals’ from the links at the bottom of the page. Go to the Edit
drop-down menu, and select “Find in Frame.” Search for theindividual’s last name. If
an order was issued to the individual, read the order and confirm whether the restrictions
still apply. Consult with OE before taking any action for an individual who appears to be
banned from NRC activities.

Sections of the application that do not conform to, or fail to address areas in the appropriate
guidance, become deficiencies that must be resolved before the license isissued. The application
should be reviewed against the checklist/suggested format in the appropriate NUREG-1556
volume(s). All deficiencies should be clearly documented and communicated to the applicant.
Reviewers should apply the guidance in the NUREG-1556 series to the extent suitable to the
applicant’ s proposed activities and should not apply any standards or criteriafor which thereis
no specific regulatory basis. Reviewers should accept only procedures or proposals that result in
alevel of safety at least equivalent to that provided for in NRC guidance.

4.3 PROCESSING AMENDMENTS

The licensee is obligated to keep the license current. If any of the information provided in the
original application changesin away that requires an amendment to the license as specified in
the NUREG-1556 series, or in any way affects specific items concerning NRC jurisdiction, the
licensee must submit an application for alicense amendment to reflect the change, before the
change takes place. The licensee should identify the specific changes in the amendment request
and discuss the basis for the changes. The reviewer should focus the evaluation on only those
areas that the licensee indicates need revision. If the licensee completely resubmits the entire
application, the reviewer should request that the licensee specifically identify the requested
changes. The licensee may opt to resubmit the request and only discuss the specific changes, or
may identify the changes by marking or highlighting the modified text.

4.4 PROCESSING RENEWALS

NMSS has developed alicense renewal system that primarily focuses resources on applications
from licensees whose performance indicates potential programmatic weaknesses, and on licenses
with program areas that have undergone major changes that could affect radiation safety. Each
renewal application will be screened against a specific set of performance indicators, discussed in
this section, to determine whether the application will receive a comprehensive or limited review.
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4.4.1 DETERMINING REVIEW STATUS

The first task for the reviewer isto review the Docket file(s) and inspection and licensing
correspondence, and query NRC data bases (such as the Nuclear Materials Events Database
(NMED) and the Licensee Event Reports (LERS)) to compare the licensee’ s effectiveness against
the specified performance indicators. An application submitted by alicensee that demonstrates
the presence of one or more of these performance indicators will receive a Comprehensive
Review. Applications from licensees who do not exhibit any of these performance indicators
will receive the Limited Review. The technical review and evaluation of each renewal
application will be documented using the checklist in Appendix C, entitled, “ Performance
Evaluation of Renewal Applications.”

However, based on an eval uation of the specific circumstances associated with the presence of a
performance indicator, NRC licensing management may decide that a comprehensive review is
not warranted. NRC licensing management reserves the option to request that the licensing staff
perform a comprehensive review of arenewal even though the application isfrom alicensee that
does not trigger any of the formal performance indicators but that may exhibit other
characteristics warranting a comprehensive review. These particular management decisions must
also be documented in the performance evaluation checklist.

4.4.2 PERFORMANCE INDICATORS

The reviewer should complete the performance indicators on the checklist provided in
Appendix C using the following guidance. This checklist serves as an OAR because it contains
the technical basis of a decision not documented elsewhere.

1. Enforcement History

A licensee that is or has been the subject of an ongoing investigation by the Office of
Investigations (Ol) or escalated enforcement action within 5 years will be considered for a
comprehensive review of the renewal application. Escalated enforcement action includes
any Order, civil penalty, or Notice of Violation issued at Severity Levelsllil, Il or I.

Note: Licenses should not be renewed if they are the subject of an ongoing investigation
or pending enforcement action without the written concurrence of the appropriate
office.

2.  Lossof Material

If the licensee has been cited with aviolation for the loss of control of areportable quantity
of licensed material presumed to be in the public domain in the last 5 years, the license
application will be considered for a comprehensive review.
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Unauthorized Disposal or Release of Material

If the licensee has been cited with a violation regarding unauthorized disposal or release of
material in the last 5 years, the license application will be considered for a comprehensive
review.

Overexposure

If the licensee has been cited for aradiation exposure in excess of regulatory requirements
inthelast 5 years, acomprehensive review of the license application will be considered.
Exposures would include those to members of the public as well asto occupationally-
exposed individuals.

443 COMPREHENSIVE REVIEWS

Reviewers should conduct the same comprehensive review required for new applications. Please
refer to Section 4.2, Processing New Applications, for guidance.

444 LIMITED REVIEWS

Reviewers should use the limited review checklist in Appendix C. A limited review of arenewal
application will only evaluate the following areas for conformance with the guidance from the
appropriate NUREG-1556 volume on the content of the application:

1.

Administrative ltems

Review administrative items, including the licensee’ s name and address and other items,
such as the Radiation Safety Officer’s name. Also, ensure the renewal application is signed
and dated by an individual authorized to make binding commitments and sign official
documents on behalf of the licensee.

Financial Assurance

Reviewers should check the possession limits and confirm that decommissioning financial
assurance requirements have not changed. If new possession limits invoke new
requirements, ensure that the application contains the required documents. For those
licensees that must provide afinancia assurance instrument, ensure the instrument is
adequate for the current scope of the program.

Note: If the licensee submitted a Decommissioning Funding Plan, it must include a means
for adjusting the cost estimates and associated funding levels periodically over the
life of the facility (see 10 CFR 30.35(e), 40.36(d), and 70.25(€e)). Periodic
adjustments are expected to range from 1 to 5 years. Any proposal to wait more
than 5 years before adjusting cost estimates and funding levels should be
coordinated with NM SS management (branch level or above) before it is approved.
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Program Management
Review those portions of the application that address program management, including:

a. Organizational structure (assure that appropriate elements are present and are assigned
necessary authority and responsibility);

b. The qualifications of key personnel, such as the Radiation Safety Officer, authorized
users, radiographers, well loggers, irradiator operators, authorized medical physicists,
and authorized nuclear pharmacists; and

c. Thelicensee sradiation safety audit program.

Equipment and Facilities

Review those portions of the application that address equipment and facilities.
Environmental Assessments

Review those portions of the application that need an environmental assessment because
they do not conform to the categorical exclusionsin 10 CFR Part 51.

Unreviewed Requests

Review any new authorizations, requested by the licensee, that have not been previously
reviewed, and any major program elements that require change as a result of the new
authorization. Also review the licensee’ s inspection reports for changesin the licensee's
scope of operations that are not referred to in the renewal package. These areas should
undergo afocused review, as opposed to a comprehensive review of the entire application.
Some examples of requests that should receive focused reviews are:

a. New broad scope authority; introduction of iodination with millicurie quantities of
iodine-131 or iodine-125 requiring major facility additions or changes; additional
research and development activities (human and non-human); additional medical
therapy modalities.

b. Any new high-risk technology uses being added to an existing license, to ensure that the
licensed program can safely manage and use the new technology. Specific conditions
and requirements associated with new technol ogies may be added to the license.
Examples include new license categories, use of intravascular brachytherapy, or Boron
Neutron Capture Therapy in humans.

Change in Key Staff Members

If there has been a change in key staff members directly responsible for the radiation safety
program, conduct a focused review of the affected area.

Note: Confirm that none of the staff membersis banned from NRC licensed activities by
checking the escalated enforcement actions issued to individuals. Go to the Office
of Enforcement page on the external web site (www.nrc.gov/OE/). Select
“Enforcement Actions’ from the buttons on the left side of the screen. Select

4-5 NUREG - 1556, Voal. 20



LICENSE REVIEWER GUIDANCE

“Escalated Enforcement Actions Issued to Individuals’ from the links at the bottom
of the page. Go to the Edit drop-down menu and select “Find in Frame.” Search
for the individual’slast name. If an order wasissued to the individual, read the
order to confirm whether the restrictions still apply. Consult with OE before taking
any action for an individual who appears to be banned from NRC activities.

8. Magor Areas

A brief overview is made of the remainder of the application to determineif the maor areas
discussed in the guidance on the contents of the application from the appropriate
NUREG-1556 volume are present. If detected, an obvious failure or adeficiency in a
significant area should result in athorough review of that area. A finding that more than
one areais not addressed or contains a significant deficiency could result in a
comprehensive review of the license application. Change to a comprehensive review
should be approved by licensing management, and the reason for changing from alimited
review to a comprehensive review must be clearly documented on the limited review
checklist in Appendix C.

Note: Each Region determines from its review of the licensee’ s docket file and NRC data
bases whether a comprehensive review is necessary. The licensee’ s submission of
an application that does not use the NUREG-1556 seriesis not a performance
indicator, and failure to use NUREG-1556 does not determine the level of review
necessary. Although the application may take longer to review, it does not preclude
alimited review with afocused review on those areas that depart from the NUREG
guidance.

4.5 DEFICIENCY LETTERS, CALLS, FAXES, AND E-MAILS

Once issues and deficiencies have been identified in an application, the license reviewer should
use the most efficient process available to fully communicate issues to licensees, document the
reguest, and elicit the appropriate applicant response. The reviewer should use the telephone,
facsimile, and e-mail to communicate with licensees, thereby reducing reliance on formal letters.
All substantive communications must be clearly documented. Draft documents from the
applicant should not be accepted or scanned into ADAMS and cannot be used as the basisfor a
licensing action.

Efforts should also be directed to improving, reducing, and eliminating reviewers' requests for
additional information. Ensure that each requested item for additional information is clear (i.e.,
provides a description of the deficiency and a statement of what is needed); is essential to protect
safety; and islinked to regulatory requirements and NUREG-1556. Once arequest for
information (deficiency letter, telephone call, facsimile or e-mail) is sent to the licensee, the
action istracked in the LTS database. The time parameters for certain actions outlined below are
based on “tickler” dates established in the LTS and can be extended, if necessary, as approved by
supervisors.

NUREG - 1556, Val. 20 4-6



LICENSE REVIEWER GUIDANCE

Application for a New License or for an Amendment

A. Complex Deficiencies

1.

Any significant or complex deficienciesin an application for either anew license or license
amendment should be described in a deficiency letter to the applicant. A sample deficiency
letter is provided in Appendix D. Deficiency letters can be sent by regular mail, e-mail, or
facsimile. The letter to the applicant should contain a statement that specifies that NRC
will assume the applicant does not wish to pursue its application if NRC does not receive a
reply within 30 calendar days from the date of the letter. The reviewer should complete an
LTS form that instructs the LA to enter amilestone 14 into the LTS database for tracking
the specific licensing action.

If aresponse to the deficiency letter is received within 35 calendar days from the date of the
letter, proceed with review of the response.

If aresponse to the deficiency letter is not received within 35 calendar days from the date of
the letter, the licensing staff should consider the application as abandoned for failure to
provide the requested information. This abandonment is without prejudice to the
resubmission of the application. Prompt action (5 working days) should be taken to void
the application.

If aresponse to the deficiency letter is received after the application has been voided, and
the response is received not more than one year from the date of the letter, the application
should be assigned a new control number, and review should proceed. Typicaly, no
additional feeis necessary unless the application was subject to full cost recovery. The
“voiding” of thistype of application should be closely coordinated with OCFO.

B. Simple Deficiencies

1.

To expedite the issuance of alicense or license amendment, reviewers are encouraged to
use the telephone or e-mail to obtain clarifying information from an applicant and to notify
an applicant of the existence of simple deficienciesin their application. Inform the
applicant that the request will be considered void or abandoned without prejudice if they
fail to respond. Simple deficiencies can include such items as a model number for a source,
model number of aleak test kit, need for acommitment for frequency of change of
personnel monitoring equipment, etc. For most applicants, simple deficiencies do not
include training and experience of individuals, descriptions of radiation safety programs,
etc.

The reviewer should document the telephone call or e-mail, including the warning about
failureto respond. A copy of the conversation record should be provided to the applicant.
Complete the appropriate LTS form, and instruct the LA to enter amilestone 15 for the
specific licensing action. Documentation of the telephone call or e-mail should be entered
and profiled in ADAMS as outgoing licensing correspondence.
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3.

Monitor the licensee’' s response with the LTS tickler system. If aresponseis not received
within 35 calendar days from the original contact, void the action. Any response received
after the action is voided should be handled as stated above.

Application for License Renewal

A. Complex Deficiencies

1

Any significant or complex deficienciesin an application for license renewal may need to
be sent in a deficiency letter to the applicant; however, the reviewer is encouraged to use
the most expedient process available to communicate issues fully to licensees. A sample
deficiency letter is provided in Appendix D. The letter should request the applicant to
respond within 30 calendar days from the date of the letter, but the letter should not include
aforma warning. A milestone 14 should be entered into the LTS database for the specific
licensing action.

NRC’slicensing goal isto have no more than one request for additional information for
each renewal application. If asecond request is needed, escalate it quickly to NRC and
licensee management to resolve open issues. |If the applicant does not provide adequate
information after such an exchange, complete the licensing action that can be completed,
inform the licensee of issues that cannot be approved, and explain why not. Avoid multiple
rounds of requests for additional information.

If aresponse to the deficiency letter has not been received within 35 calendar days from the
date of the letter, adenial warning letter (second letter) should be sent. A sample denia
warning letter is provided in Appendix D. Thisletter will notify the applicant that unless a
response to the deficiency letter (first letter) is received within 30 calendar days, it may be
necessary to deny the application. Such adenia would require divestiture of al material in
the applicant’ s possession.

If aresponse to the denial warning letter is not received within 35 calendar days, the
reviewer should proceed to deny the application, as described in Section 4.11.

B. Simple Deficiencies

To accelerate issuance of arenewal, reviewers are encouraged to use the telephone, facsimile, or
e-mail, as described above, for new applications and amendments. If the licensee does not
respond to the confirmatory letter, the reviewer should proceed to deny the renewal, as described
in Section 4.11.
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Extensions

A request from an applicant for an extension of time to respond to any correspondence about its
application may be granted if it is determined that there is good cause to grant an extension.
Appropriate LTS milestone date changes should be made by the LA to track each application
properly and record extensions of time for responses. The reviewer should keep NRC
management informed of licensees’ continued requests for extensions.

4.6 CREATING THE LICENSE

4.6.1 STANDARD LICENSES AND STANDARD LICENSE
CONDITIONS

For consistency within NRC Regions and Headquarters, the license reviewer should use the
sample licenses from the appropriate NUREG series volume as a standard when creating a
license for an applicant. Some instances may exist where the reviewer may need to customize a
license. Since an applicant may request authorization to use licensed materials in more than one
program type, the reviewer may need to review the sample licenses in more than one NUREG
series volume and then combine the pertinent license conditions into a single license, where
appropriate. In some complex licensing cases (i.e., waste broker activities), it may be best to
issue separate licenses. The reviewer should also refer to Inspection Manual Chapter 2800 to
identify the program code with the highest priority for inspection. The program code that
identifies the highest inspection priority (shortest inspection cycle) should be the primary
program codeinthe LTS, as this program code will dictate the inspection frequency for the
license.

In some specific instances, an applicant may request authorization to conduct special activitiesin
aprogram that is non-routine and not included in the sample license. The reviewer should refer
to the approved list of standard license conditionsin Appendix E. The standard conditions are
organized in categories of authorization. Use of standard license conditions should not substitute
for obtaining information from applicants and licensees. Reviewers should first try to obtain
commitments that will be captured by the tie-down condition rather than creating new conditions.

4.6.2 NON-STANDARD LICENSE CONDITIONS

When reviewing applications, if there are simple issues that the licensee did not address, even
after being asked to provide the information in a deficiency request, the reviewer should use
custom license conditions to achieve closure rather than protracted negotiations with the
applicant. Simple issues are the requests for information identified in the NUREG-1556 series or
existing technical guidance outlined in TARs. The reviewer should use standard license
conditions whenever possible; however, custom conditions may be used when necessary. The
license reviewer should write the custom license condition to state the requirement clearly and
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simply. Custom conditions should be approved by the appropriate branch chief, and the approval
should be documented (e.g., email, note to file, etc.). Thisstrategy isintended to streamline the
licensing process to be more responsive to stakeholders, to empower staff, and to reduce
management reviews.

Issues not currently addressed in the NUREG series and thought to be critical to a specific type of
licensing action should continue to be coordinated with Headquarters. If the Region believes that
aspecial condition is appropriate, it should also be coordinated through Headquarters. In
addition, license reviewers should explain these conditions to inspection staff and licensees to
ensure that all parties have the same understanding, especially those unique to a specific type of
licensee. It isanticipated that license reviewers will provide an explanation in the cover letter
issuing the license or call the licensee before issuing alicense with non-standard license
conditions.

4.6.3 ESTABLISHING LICENSE EXPIRATION DATES

The Commission approved the extension of the terms set by policy for licenses issued under
10 CFR Parts 30 (except Part 35), 40, and 70 from 5 to 10 yearsin 1997. In 1998, find
rulemaking was published to set the license term limit for medical use (Part 35) licensesto
10 years. Now all of these materials licenses have the same 10-year license term limit. The
Commission’s actions also approved the use of license terms shorter than 10 years on a case-
specific basis.

Any license issued or renewed after July 10, 1998 (when the medical use license term limit was
changed to 10 years) should have a 10-year term limit, unless management determines, on a case-
by-case basis, that a license should be issued for fewer than 10 years. Some examples of
conditions that may exist for licenses issued for fewer than 10 years are:

New Technology: The license authorizes a new high-risk technology that the industry,
the particular licensee, or NRC has not had extensive experience in using or regulating.

Enforcement History: Thelicensee, in the last inspection or 5 years (whichever is
longer), had a Severity Level [, 11, or ll1 violation.

Possession-Only: The license authorizes possession and storage only. When no other
activities are authorized, there is no principal activity for the licensee to cease. Therefore,
the requirements to notify NRC and undertake decommissioning do not apply. These
licenses will be renewed every 2 years for a 2-year term, and decommissioning issues will
be addressed at that time.

Other: Other situations that would warrant increased attention. These conditions will be
addressed by the licensing staff on a case-specific basis.
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Use the checklist in Appendix C entitled “New & Renewal — License Terms of Less Than

10 Years,” to document the license term, the basis for the decision, and the basis for an
exemption, if required. This checklist isdesignated an OAR because the basis of adecision is
not documented elsewhere. If the license reviewer recommends that the license term should be
shorter than 10 years, aterm of 5 yearsistypically used. Other terms may be approved on a
case-specific basis. NRC management must approve all license terms shorter than 10 years.

4.6.4 ISSUANCE OF FINAL LICENSING ACTION

1.  For all completed licensing actions, the license reviewer should send the licensee a cover
letter and the original signed license.

2.  Thecover letter may be aform letter or individual letter, depending on the individual case
and the practice of the Region. A sample cover letter is provided in Appendix D.

3. Many licensing actions require specific information to be included in the cover letter related
to theindividual case. All information may be combined into a single cover letter, or
license reviewers may elect to use attachments.

4.  For licenses that are amended frequently, it is acceptable to include the standard
information with every licensing action; however, if deemed appropriate by the Region, the
information may be deleted if it was provided in arecent previous communication.

5. Cover letters are OARs and will be maintained in ADAMS.

Appendix D also provides a sample cover letter for terminating alicense.

4.7 GUIDANCE FOR MULTI-SITE LICENSES

NRC on occasion receives applications for new licenses, amendments, and renewals
(“applications”) that request authorization for use of NRC licensed material at multiple sites
under one license. Many of these applications represent categories of licensees for which
multiple locations of use have not been routinely authorized. The purpose of this sectionisto
ensure that applications requesting authorization for multiple sites of use under one license
(including amendment requests that expand a licensed program to multi-site) are identified and
have radiation safety programs that are adequate, both in scope and in depth, to oversee safe use
of licensed material at each facility; however, this section does not apply to certain categories of
licenses that, by specific license condition, routinely authorize multiple locations of use (i.e.,
broad-scope, mobile medical service, and master material licenses) or licenses authorizing
temporary job sites.

Furthermore, this section highlights general radiation safety management concerns specific to
multi-site licenses, and in no way attempts to define necessary radiation safety management
structures for every type of licensed activity. The license reviewer will need to tailor the review
to the type of license under consideration. Information in NUREG-1516, “Management of
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Radioactive Material Safety Programs at Medical Facilities,” may be of assistance during review
of multi-site license applications.

Focus of Review

During the review of the licensee’ s radiation safety program and management oversight, the
license reviewer should pay particular attention to delegation of responsibility and established,
reciprocal lines of communication between users and management. Regardless of the number of
sites authorized under one license or the geographic distance between these sites, the adequacy of
the overall radiation safety management structure must be reviewed to ensure safe operations at
each site.

Description of Multi-Site

A multi-site license is one that authorizes two or more locations of use that are specifically
identified on the license. Such authorized locations will typically include either: (1) stand-alone
facilities that would otherwise be licensed individualy; or (2) satellite facilities that are not
located within the principal job site and for which NRC-licensed activities are ongoing, with the
exception of temporary job sites, broad scope licensees, or mobile nuclear medicine services. A
multi-site facility may also include those groups of licensees for which the addresses of use are
geographically separated. These facilities may each be under the direction of a single corporate
RSO, or they may have site RSOs who report to a corporate RSO. The corporate RSO is usually
the RSO of record on the license.

Furthermore, the nature of licensed material use and licensed operations (e.g., medical versus
industrial) should be the same at each site. Licensed material uses currently licensed separately
asaresult of NRC policy should continue to be licensed separately (e.g., teletherapy).

Multi-Site Examples:

1. Radiopharmacy licensees with multiple radiopharmacy locations on one license;

2. Radiographers or moisture density gauge users with multiple permanent work sites on one
license (e.g., branch offices);

Medical licensees with facilities at more than one geographic location;
4.  Large manufacturers with facilities at more than one geographic location; and

WEell loggers with multiple permanent work sites on one license.
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Number of Sites

A specific limit to the number of sites permitted on a multi-site license is not practical for generic
application to all licensees; rather, the reviewer should assess applications on a case-by-case
basis. The basisfor determining the appropriate number of sites for a specific licensee should
include the following considerations. (1) past inspection history; and (2) adequacy of licensee
management structure for the type, scope, and geographic distribution of the program. All sites
approved for use of NRC-licensed materials should be identified on the license when issued.

Communication

In those cases where there are multiple oversight levels proposed, the applicant should clearly
address communication and accountability systems, including:

1. Delegation of clear and appropriate levels of authority within the licensed entity, indicating
that sufficient organizational freedom exists and management has established prerogative to
communicate with, train, and direct personnel according to NRC regulations and/or license
provisions;

2. Descriptions of program reviews or audits and the reporting of such activities on aregular
basis,
M echanisms for addressing urgent situations;

4. Mechanismsin placeto inform all personnel of radiation safety program changes,

Provisions and techniques in the application to make personnel aware of the appropriate
representatives to contact at each level of authority;

6.  Assurance provided in the application that each level of oversight is available to interact
with other levels, authorized users, and supervised workers, both as needed and on aregular
basis.

Records

As provided for in 10 CFR 30.52, each licensee is to make its radiation safety records available
for NRC review, after receiving reasonable notice from NRC. The license application should
specify point-of-contact information for NRC notification and inquiry about records. The
licensee may also choose to identify locations where the records will be maintained for NRC
review.
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Additional Program Areas for Review

The licensee should provide specific information, including the following areas:

1.  Transportation of licensed material (including radioactive waste) between authorized sites;
2. Applicability of decommissioning requirements;

3. Sharing of safety equipment between sites; and
4

Coordination among sites for inventory control of licensed material, with the intended
focus of continually monitoring types and quantities of material to ensure that the total
possession limits specified in the license are not exceeded.

4.8 OPPORTUNITY FOR AN INFORMAL HEARING — MATERIALS
LICENSING

The purpose of this section isto provide license reviewers with basic information relevant to
hearing rights associated with materials licensing. An aggrieved member of the public has the
right to request a hearing on any materials licensing action. The Atomic Energy Act does not,
however, require that formal notice (in the Federal Register) be given for materials licensing
actions or that hearings held on materials licensing actions be of aformal nature.

Accordingly, the Commission has provided informal procedures for materials licensing actions
and any hearings held on such actions, which are set forth in Subpart L of 10 CFR Part 2,
entitled, “Informal Hearing Procedures for Adjudicationsin Materials and Operator Licensing
Proceedings.” Reviewers should become familiar with the provisions of this Subpart.
Specifically, reviewers should be aware that in many materials licensing actions, notices are not
published in the Federal Register. In such instances, a member of the public may request a
hearing on the action within: (1) thirty days of receiving actual notice of a pending application;
or (2) within 180 days after NRC action granting an action in whole or part (10 CFR
2.1205(d)(2)). Although the Commission is under no specific regulatory requirement to publish
a Federal Register notice of amaterials licensing action, in most cases such anoticeis required
whenever the staff makes an environmental assessment (see Section 4.10 of this NUREG). After
NRC' stechnical review, any draft or final finding of no significant impact with respect to a
proposed action must be published in the Federal Register (See 10 CFR 51.33 and 51.35(a)).
The Federal Register notice should include a specific reference to Subpart L and the opportunity
for ahearing.

Although unusual, reviewers should be aware that there have been occasions where members of
the public have filed a request for a hearing on the staff (EDO), in conformance with

10 CFR 2.1205(f)(2), but have failed to comply with 10 CFR 2.1203, requiring that the hearing
regquest also be filed with (submitted to) the Secretary of the Commission. When areviewer
becomes aware of a hearing request filed on the staff, he should determine whether the request
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has also been filed with the Secretary. If the license reviewer determines that the request from a
member of the public was not filed with the Secretary of the Commission, the license reviewer
should discuss the matter with the Office of the Secretary and the Office of the General Counsel
before proceeding with any additional activities or notifications.

4.9 LICENSING SITE VISITS

Licensing visits should be conducted for al new byproduct material applicationsinvolving large
programs or license programs that present significant or unique technical issues. Additional
guidance is provided below.

Purpose of Licensing Visits

Licensing site visits are conducted by the responsible license reviewer or a designated inspection
staff member in order to accomplish one or more of the following objectives:
1. Evauatethe applicant’s ability to conduct safe operations and comply with requirements;

2. Evauate safety and technical issues that are not easily understood through correspondence
or telephone conversations;

Expedite resolution of issues and concerns through discussions with the applicant;
4. Verify statements and commitmentsin the license application; and

Provide afirst-hand review of the applicant’s staff, site, and facilities.

Licensing Visits for New License Applications

Licensing visits should be conducted for the following types of new license applications:

1. TypeA licenses of broad scope;

Panoramic irradiators greater than 10,000 curies;

w

Manufacturers or distributors using unseal ed radioactive material or significant quantities
of sealed material;

Radioactive waste brokers;
Radioactive waste incinerators,

Commercia nuclear laundries; and

N o g &

Any other application that, in the judgment of the Regional staff, involves complex
technical issues, complex safety questions, or unprecedented issues that warrant asite visit.
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Licensing Visits for Amendments

Licensing visits should be conducted for any license amendment requesting a new authorization
for the types of operations listed above. Licensing visits are also encouraged by NMSS for
amendments involving significant modification to the types of operations listed above.

Licensing Visits for Renewals

Licensing visits are encouraged by NM SS for renewals involving the types of activities listed
above; however, in many cases, resource limitations can make this difficult for the Regions to
support. For each significant renewal, an evaluation of proposed licensee program changes and
inspection history should be performed. If the Regional staff concludes that there are not
significant program changes or unresolved licensing issues, and that alicensing visit would not
be cost-effective, then alicensing visit need not be performed.

410 CATEGORICAL EXCLUSIONS FOR MATERIALS LICENSING
ACTIONS

4.10.1 INTRODUCTION

10 CFR Part 51 contains NRC’ s regulations implementing the Guidelines of the Council on
Environmental Quality requiring the preparation of environmental impact statements pursuant to
the National Environmental Policy Act of 1969 (NEPA). The basic policy on environmental
assessments, environmental statements, and findings of no significant impact for most materials
licensing actions are covered by “ categorical exclusions’ outlined in 10 CFR 51.22(c)(10) and
(14) and therefore do not require environmental analyses. A categorical exclusion isdefined asa
category of actions “which do not individually or cumulatively have a significant effect on the
human environment and which the Commission has found to have no such effect in accordance
with procedures set out in 10 CFR 51.22, and for which neither an environmental assessment nor
an environmental impact statement is required.”

The next two subsections provide guidance on determining when materials license actions

qualify for categorical exclusion in accordance with 10 CFR Part 51 and identify examples of
licensing actions that are not covered by categorical exclusion.
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4.10.2 LICENSING ACTIONS ELIGIBLE FOR CATEGORICAL
EXCLUSION

License Actions That Qualify for Categorical Exclusion Under
10 CFR 51.22(c)(14)(i) Through (xv)

License actionsthat clearly qualify for categorical exclusion — License actions that clearly
qualify for categorical exclusion under the provision of 10 CFR 51.22, with the exception of
license termination actions, are not required to have an Environmental Assessment (EA) or
documentation in the license file specific to the issue of an EA. Such categorically excluded
license actions do not need to be coordinated with NM SS with regard to whether an EA is
needed.

License actionsthat qualify for categorical exclusion after NRC’s staff has completed
additional technical and/or license-based justifications— Such categorically excluded license
actions do not need an EA, nor do they need to be coordinated with NM SS with regard to the
necessity of an EA. Unless otherwise stated below, the licensing staff is required to place in the
license file, written justification to support the determination that an EA is not needed. Examples
of license actions that will need either documentation or justification are discussed below.

1. ALL LICENSE TERMINATION ACTIONS

* When licensed activities clearly qualify for categorical exclusion, the close out survey
and the submitted Form NRC-314, which certifies the proper disposition of the
licensee’' s radioactive materials, are sufficient documentation.

* When licensed activities qualify for categorical exclusion based on additional technical
and/or license-based justification, the close out survey and the submitted Form NRC-
314 are sufficient documentation; however, if the proper justification was not
documented, the reviewer will need to prepare written justification to support a
determination that an EA is not needed.

» Theneed for additional documentation for more complex license termination actions
will be determined by the Regions on a case-by-case basis. Only complex license
termination actions, such as alicense action that requires the submittal of a
decommissioning plan (e.g., 10 CFR 30.36(c)(2)(i)), will require documentation of the
justification to support why an EA is not needed. In many cases, such license actions
need to be coordinated with the Division of Waste Management (DWM) of NMSS.
DWM isresponsible for providing the justification for any license termination action
the Regions have coordinated with DWM. DWM will coordinate with IMNS for the
determination on whether an EA is needed, on those actions that have been referred to
them. Unless otherwise noted, the Regions can use DWM'’ s responses to them
concerning decommissioning activities as the Region’ s justification to support a
determination that an EA is not needed.
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2. FIELD STUDIESIN WHICH LICENSED MATERIAL ORIGINATING ON-SITE IS
RELEASED INTO THE ENVIRONMENT

If aresearch and development or academic institution application proposes to release to the
environment radioactive materials that originated on-site (i.e., within the controlled property of
the licensee), an EA isnormally not needed and is covered under categorical exclusion

10 CFR 51.22(c)(14)(v), provided:

» All releases originating on-site to the environment, such as air and liquid effluents,
direct radiation from deposition of radioactive materias from the release (e.g.,
groundshine), comply with as low as reasonably achievable (ALARA) and Part 20
requirements.

* To assist in demonstrating compliance with the requirements of 10 CFR Part 20, the
licensee should set ALARA goalsfor air effluents at a modest fraction of the valuesin
Appendix B, Table 2, Columns 1 and 2, to 10 CFR 20.1001-20.2401. Experience
indicates that values of about 10 millirems per year from all of the licensee’s
radioactive air effluents should be practicable for amost all materials facility licensees
(see Regulatory Guide 8.37); therefore, as afirst step toward demonstrating compliance
with ALARA for radioactive air effluents, the licensee demonstrates that the nearest
member of the general public receives no more than 10 millirems per year from all of
the licensee’ s radioactive air effluents (i.e., licensee demonstrates it meets the
requirements of 10 CFR 20.1101(d)).

» All releases on-site comply with all applicable decommissioning requirements (e.g.,
decommissioning recordkeeping requirements pursuant to 10 CFR 30.35(g)) and
current decommissioning policies.

Documentation that supports the licensee’ s application as meeting the above criteriais sufficient
to support why an EA is not needed.

For license actions that cannot meet the above criteria, the Regions should coordinate with IMNS
to determine whether an EA isneeded. For example, an EA would be required for discrete
sources released to the environment, which originated on-site, and which may not be recovered at
the conclusion of the study or decommissioning.

License Actions That Qualify for Categorical Exclusion Under
10 CFR 51.22 (c) (14) (xvi)

License actions not specifically listed in Category 14 of 10 CFR 51.22 will requirea TAR to
IMNS. To expedite the processing of the TAR, the Regions should perform an initial technical
assessment, to be enclosed with the TAR, to justify why the licensing action qualifies for
categorical exclusion under 10 CFR 51.22(c)(14)(xvi). The Commission indicated to the staff in
SECY -83-286 that there should be careful documentation in cases where these categorical
exclusions are applied. Appendix | provides examples of the specific type of information that
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should be submitted to Headquarters to assist Headquarters staff in preparing this documentation.
When a TAR is received from the Region, IMNS will review the documentation and determine if
the action qualifies for a categorical exclusion. IMNS then will provide a memorandum to the
Regions, documenting the results that need to be included in the official licensefile.

Generic Application of Previous License Actions That Qualified Under
Categorical Exclusion

If a previous technical and/or license-based analysis had been performed by IMNS or DWM that
bounded the environmental radiological hazards or impacts to the public for the specific generic
issue under consideration, and the Region believes its specific license action is within the safety
envelope of the previous generic analysis, the Region need only cite the previous generic
analysis. The Region should document its rationale for making this assessment and file copies of
the previous analysis and its rationale in the license file. No coordination with NMSSis
necessary. If the previous analysis referenced categorical exclusion 10 CFR 51.22(c)(14)(xvi),
the documentation shall include the original memorandum from the Director, IMNS, or his
delegate.

4.10.3 LICENSING ACTIONS NOT ELIGIBLE FOR CATEGORICAL
EXCLUSION

Licensing actions for the following activities are not covered by categorical exclusions:

1. Useof radioactive tracersin field flood studies involving secondary and tertiary oil and gas
recovery.

2.  Performance of field studies in which licensed material is deliberately released directly into
the environment for purposes of the study. (The use of tracersin well logging is
specifically covered by the categorical exclusion in 10 CFR 51.22 (c)(14)(xi)).

3. Processing of source material for extraction of rare earth and other metals (currently
licensed in Headquarters only).

4. Waste brokers who are authorized to store waste more than 180 days or to possess more
than 50 curies of radioactive material.

5. Any commercia waste disposal (currently licensed in Headquarters only).

Any application not covered by a categorical exclusion should be coordinated with Headquarters
as soon as possible, so that specific guidance can be provided. Any application involving an
activity not covered by a categorical exclusion will require the staff to develop an EA, in
accordance with 10 CFR 51.21. Headquarters staff should refer to NMSS Policy and Procedures
Letter 1-48, “Procedures for Preparing Environmental Assessments.” If the EA demonstrates
that the proposed activity will not have an adverse impact on the environment, the staff will
document this finding through a finding of no significant impact (FONSI). If the EA indicates
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that the proposed licensing action may have an adverse impact on the environment, the staff will
prepare an environmental impact statement (EIS) in accordance with 10 CFR 51.20.
Headquarters staff should refer to NM SS Policy and Procedures Letter 1-50, “ Environmental
Justice in NEPA Documents.”

Note: NMSS Policy and Procedures Letters are office letters maintained by the Program
Management, Policy Development and Analysis Staff in NM SS.

411 CRITERIA FOR DENYING APPLICATIONS — MATERIAL
LICENSES

General Guidance

Applications for material licenses should only be denied pursuant to 10 CFR 2.103(b) if the staff
cannot make the findings required by the regulations (e.g., 10 CFR 30.33, 40.32, or 70.23, as
appropriate) because either:

1. Theapplicant does not satisfy the substantive requirements for receiving alicense, even
after providing information on which the staff can make a decision; OR

2. Theapplicant has not submitted adequate information (see 10 CFR 2.108). Denia pursuant
to 10 CFR 2.108 presupposes that:

a. The staff has requested the additional information needed to make the required
findings,
b. The applicant has had at |east 30 days in which to provide the needed information; and

c. Theapplicant has failed to respond and provide information or the response is not
considered adequate.

To ensure that denia's, where appropriate, are issued in atimely manner, it isimportant for the
licensing staff to perform follow-up on oral and written communications with applicants. In
special situations, they should grant extensions for replies and prepare denia correspondencein
accordance with thisNUREG. License reviewers should note that applicants have the right to
request a hearing concerning the denial pursuant to 10 CFR Part 2 (see Section 4.8 of this
NUREG). Sample denia letters informing applicants of this right and providing other
information supporting the denial are provided in Appendix J.

Guidance for Unusual Cases

Asearly in the review process as possible, identify and coordinate with NMSS, any application:

1. Inwhich the staff has any question about the applicant’ s suitability; integrity (e.g., lack of
candor or submission of inaccurate or misleading information); or ability or commitment to
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comply with the NRC regulations (e.g., financial instability or past inspection and
enforcement history); OR

2. Containing an unusua request; OR
3. Raising novel legal or technical issues.

Early identification and coord